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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any . 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 06 October 2006 . 
2a)Q This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. <r- 

Disposition of Claims 

4) ^ Claim(s) 8.14 and 15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 8.14 and 15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114 was filed in this application 
after appeal to the Board of Patent Appeals and Interferences, but prior to a decision on the 
appeal. Since this application is eligible for continued examination under 37 CFR 1.114 and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the appeal has been withdrawn pursuant to 
37 CFR 1.1 14 and prosecution in this application has been reopened pursuant to 37 CFR 1.1 14. 
Applicant's submission filed on 10/6/2006 has been entered. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the . 
manner in which the invention was made. 

Claims 8,14,15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Stevens et 
al. (US 5,599,577) in view of Drug Launches (1993), Schmidt et al. (US 5,418,220), Holtmann et 
al. and Gaginella et al.. 

Stevens et al. disclose the combination of simethicone, preferably in the range of 20 mg 
to about 125 mg per dosage unit, generally not to exceed 500 mg/day, to a patient suffering from 
gas and a pharmaceutical suitable for treatment of gastrointestinal disorders (Column 4, lines 38- 
54). 

Drug Launches (1993) discloses the combination of simethicone and 10 mg of bisacodyl 
which is used to treat constipation, facilitate bowel motion and evacuation of intestines 
(Abstract). 



Application/Control Number: 09/924,319 Page 3 

Art Unit: 1616 

Schmidt et al. (US 5,418,220) disclose that simethicone is effective in treating 
constipation (Column 2, lines 35-68, Column 3, lines 1-3, Claims 2,7,8). 

Holtmann et al. teaches that simethicone is effective in treating dyspepsia associated with 
disturbance with GI motility in addition to its effects on gas-related symptoms and that 
simethicone may stimulate gastrointestinal motility (see entire reference, especially, Pg. 1464). 

Gaginella et al. discloses that bisacodyl significantly increased transit of marker through 
the small intestine (Pg. 1242). 

The difference between the prior art and the claimed invention is that the prior art does 
not expressly disclose the combination of bisacodyl and 10 to 500 mg of simethicone or a 
method of improving small bowel motility in a human or for enhancing the small bowel motility 
increasing effect of bisacodyl by administering said composition. However, the prior art amply 
suggest the same as the prior art discloses the combination of simethicone in the claimed dose 
with pharmaceutical which is suitable for treatment of GI disorders, that bisacodyl and 
simethicone are suitable for treatment of constipation, that bisacodyl increases transit of a marker 
through the small intestine and that simethicone may increase GI motitility. As such, it would 
have been well within the skill of and one of ordinary skill in the art to modify the prior art as 
above with the expectation that the combination of simethicone and bisacodyl would be suitable 
for treatment of constipation and be effective increasing small bowel motility. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
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Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). Further, the test for obviousness 
is not whether the features of a secondary reference may be bodily incorporated into the structure 
of the primary reference; nor is it that the claimed invention must be expressly suggested in any 
one or all of the references. Rather, the test is what the combined teachings of the references 
would have suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA1981). 

As indicated above, there is no requirement that Steven's or Gaginella disclose the entire 
claimed invention. Further, a reference may be relied upon for all that it would have reasonably 
suggested to one having ordinary skill the art, including nonpreferred embodiments. Merck & 
Co. v. Biocraft Laboratories, 874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 
975 (1989). The fact that Gaginella discloses a dose of 50 mg/kg does not overcome the 
rejection. The prior art discloses a dose of 10 mg that is within the claimed range. Absent 
evidence to the contrary, in view of Gaginella, one of ordinary skill in the art would expect that 
10 mg dose of bisacodyl would also increase small bowel motility. 

The Applicant argues that the combination of bisacodyl and simethicone exhibits 
synergistic activity with respect to small bowl motility. However, the dosage tested was 25 
mg/kg of bisacodyl and 5, 10 and 15 mg/kg of simethicone in a rat. There is no indication how 
this corresponds to the dosage of about 1-15 mg of bisacodyl and 10-500 mg of simethicone in 
humans. The Applicant must show a nexus between the evidence and the conclusion that the 
dosage in humans as indicated above would exhibit synergistic activity. See In re Grunwell, 609 
F.2d 486, 203 USPQ 1055 (CCPA 1979); In re Buchner, 929 F.2d 660, 18 USPQ2d 1331 (Fed. 
Cir. 1991). The evidence shows that as the dosage of simethicone decreased from 10 mg/kg the 
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travel distance decreased and that as the dosage of simethicone increased from 10 mg/kg the 
travel distance decreased. As such, one of ordinary skill in the art could conclude that there is 
minmum and maximum point at which simethicone will actually decrease the distance traveled. 
As such, the evidence does not appear to show a trend from which one of ordinary skill in the art 
could extend the probative value thereof with respect to synergism of the entire scope of the 
claimed dosage ranges. See In re Clemens, 622 F.2d 1029, 1036, 206 USPQ 289, 296 (CCPA 
1980). 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Conclusion 

A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is 571-273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (571)272-0610. Examiner 
maintains a compressed schedule and maybe reached Monday, Tuesday, Thursday, Friday, 6:00 
am -4:30 pm (EST). 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Dr. Johann Richter, can be reached at (571)272-0646. Additionally, Technology Center 
1600's Receptionist and Customer Service can be reached at (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Frank Choi 
Patent Examiner 
Technology Center 1600 
December 26, 2006 
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